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90 Test Specification (USP &)

@ | Identification Complied with finished product specification

b | Assay

- Biological potency «o.0 - ea&.0% of the potency stated on the label in USP
Alteplase units
Protein content «&.o - see.0% of the total protein content stated on the label

m | Uniformity of dosage unit Complied with finished product specification

& | Percent monomer Not less than «&.0%

& | Sinele-chain alteplase content No peaks or shoulders in the sample solution that are not
present in the standard solution are found; Not less than ©0%

o | Constituted solution Complied with finished product specification

o | Single-chain alteplase content Not less than bo%




-lo-

& | Monomer content Not less than «&.0%

& | pH d.e — a.d&

@o | Water content Not more than &.0%

@@ | Bacterial endotoxins Not more than @ USP Endotoxin unit per mg
@lo | Sterility test Sterile

e | Biological reactivity test, in vivo Complied with finished product specification
oa | Particulate matter Complied with finished product specification

m.o. Drug substance specification: Alteplase

9o Test Specification (USP &)
@ | Identification Complied with finished product specification
b | Assay
- Biological potency wo.o - e@d.0% of the potency stated on the label in USP

Alteplase units, the potency being ¢wo,coo UPS Alteplase
unit/mg of protein

e | Chromatographic purity The sample solution exhibits three major bands in the region
between bb,000 Da and me,0oo Da, corresponding to the
major bands from the standard solution. The
Carboxymethylated sample solution exhibits six major bands in
the region between «lo,&oo Da and €& 000 Da, corresponding
to the major bands from the Carboxymethylated standard

solution.
& | Bacterial endotoxins Not more than @ USP Endotoxin unit per mg of Alteplase
& | Sinele-chain content No peaks or shoulder in the sample solution that are not

present in the standard solution are found; Not less than 0%
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$78n159 @ Phenytoin sodium eoo mg extended-release capsule
ANUsEN AN INgUATIYSTH

. U081 Phenytoin sodium @oo mg extended-release capsule (GPU : memlode)
. AuAuTALY
.o JULUY Lflumuﬂﬂgaaancm‘ét,ﬁu (extended release) lAIUUIENIU
blo. dUsEnay Usznausesaen Phenytoin sodium eoo mg 1y e uAUYa
oo ANTULUTTY  UTTIUATUrTnaiin Hosuruiu warussyisideaiuuas
o.. 28N
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m.e. Finished product specification: Phenytoin extended release @oo mg capsule

io Test Specifications (USP molom)
@ | Identification Complied with finished product specification
b | Assay &0 — @o&.0% of labeled amount of phenytoin
e | Uniformity of dosage unit Complied with finished product specification
@ | Dissolution test Complied with finished product specification
& | Impurities:

- Phenytoin related compound A | Not more than o.&%

- Phenytoin related compound B | Not more than @.0%
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- Any individual, unspecified Not more than o.lb%

degradation product

m.lo. Drug substance specification: Phenytoin sodium

\D] Test Specifications (USP olom)

@ | Identification Complied with finished product specification

o | Assay .0 - @ok.o% of labeled amount of phenytoin
e | Related substance

- Phenytoin related compound A | Not more than o.¢%
(Diphenylglycine)
- Phenytoin related compound B | Not more than o.«%
(Diphenylhydantonic acid)

- Benzophenone Not more than o.@%

- Any individual impurity Not more than o.e%

- Total impurities (excluding Not more than o.s%
benzophenone)

& | Loss on drying (Dry it at @o& °C for | Not more than b.&%
& hours)

a.an. WANTSIATIYN Elemental impurity %398 Risk assessment report (WanaLdNa13
Jsenau)
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| i .
5780159 e Sodium valproate &oo mg sustained-release tablet
aulszn AT InguaTYsil

. B Sodium valproate &oo mg sustained-release tablet (GPU : bea®loo)
. AuauTAnIlY
v.@. FJULUY L‘Tjumuﬁﬂgml.waaﬂqm‘éum (sustained release) wiiniutsenu
blb. dUsEneu Usznausesien Sodium valproate &oo mg T o i
.. AUUEUTIY  UTTTlumauzleatin Jaafuaruiu wasusseiusilosiuuas
.. 28N
- szu%am Y3TONIINITAT AIUUTENBUMEBIEIRTY YUINAILULTIVOILT LAY
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nan13ns29as edRan wuluniu finished product specification wa drug substance
specification #i8sdeanindusisuatiuifieiu FeldaanuilsudedinauanenssuniseImaLasen
nsENsANEITREY etndusnuillisndeienluatuiifieunimislminiunasgunduiniulasiisu
vkt AaUTENIANSENTIETBITRIEEY (389 SEYRTIET NAlodoo aefuil o SunAu lodoe (a1UsznA
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m.e. Finished product specification: Sodium valproate &oo mg sustained release

io Test Specifications (BP woa®b)
e | Identification Complied with finished product specification
b | Assay w&.0 - mod.0% of labeled amount of Sodium valproate
m | Uniformity of dosage unit Complied with finished product specification
@ | Dissolution test
- After @ hour @o — mo% of the labeled amount of Sodium valproate
- After e hours so — &o% of the labeled amount of Sodium valproate
by '
BITD oo UTEBTUNTINATI G0 s TSRS aste {/ nFIUNTT
(UaaTBRL anegn) (unsamTINTIes nanimd) (unaieiuns Wudund)
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alo

- After o hours

&o - elo% of the labeled amount of Sedium valproate

¢ | Related substance/Chromatographic

purity
- Impurity K

- Total

- The area of any other secondary peak

Not more than o.lw%
Not more than o.e%
Not more than o.c%

ma. Drug substance specification: Sodium valproate

Test

Specifications (BP kboab)

@ | ldentification

Complied with finished product specification

o | Assay

@a.& - moe.0% of labeled amount of Sodium valproate
(dried substance)

o | Heavy metals

Not more than o.cokb% (ko ppm)

@ | Acidity or alkalinity

Complied with finished product specification

& | Related substance

- Impurity K

- Unspecified im
impurity)

- Total impurity

purities (for each

Not more than o.eé&%
Not more than o.0&%

Not more than o.le%

Chlorides

Not more than o.cle% (woco ppm)

Sulfates

Not more than o.ol% (woo ppm)

Loss on drying

Not more than b.0%

m.m. WANTITIATIZN Elemental impurity #3504l Risk assessment report (LAAWBNEANT

Usznau)

NG

_ %% Dissolution Wag uniformity of dosage unit WikLULENANILANT18aZIBEANENTTATIAUATIEN
ynitleudssvavideambusiiealiluly Certificate of analysis (COA)
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Wuiuardauuuenalsnisvenily (8.¢) ¥ nwieu finished product specification
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e, HANTATIVIATIRAUNIMKERSTEdTgUvRENER (certificate of analysis of
finished product) Tugnfuiidgaduiets

Cmlo. HANIIATIVIATITHANNINIRGAUYBIAI81d AT (certificate of analysis of drug
substance) fﬁﬂumwﬁmmq’uﬁduﬂuﬁqaejwﬁgwaqﬁwﬁﬂmuazﬁwﬁmfmqﬁu

Caa. BNEITEandnguduSumNdINuSsSTnINTUNTHARYRYINgAUTBFIE@AYY (drug
substance) 18 «.m.o fujun1snanvonindusie1dniagy (finished product) 1o
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